


thus, can easily pass bacteria mnhing on the device to’the unsuspekting patient. 
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Reprocessors of’ sin&e use devices claim td h&‘the e<ui$m&% ‘and expertise&c&~ ’ ” 
to “properly” reprocess used single use devices. They are, therefore, n~anufact~vs .ixl.$f, - ,,,_ ,- ,,. 

In addition, reprocessing”a si$e use &&e for eyes of healthcare workers and patients. 
reuse changes the device i&o a reusable device. Accordingly, reprocessors should be 
regulated in the same manner as original equipment manufacturers using the existing 
FDA regulations for reusable devices. To create a new regulatory policy wastes valuable 
FDA Tesources and deIays regulatory enforcement putting, thus patients unnecessarily at 
risk for an undetermined period of time. l 
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